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Dear &fr. Ever? Brown: 

The Food and Drug Administration (FDA) has Icarned that, through the wcbsitc 
www.medsm3c~cp_!t1, you are se1 fing “Aceutanc topical gel” to United States (U.S.) 
consumers. Accutanc is the trade name i&r a prescription drug rtpprovcd for nmki;ting in 
the United States under a new drug qqlication submitted by Roche Pharmaceutlicals, 
Nutley, New Jersey. The only A~utane products approvctl for marketing in the United 
States are capsules for oral ingestion. Even though the mcdsmcrr.corn order form states 
that the product offered for salt is “ACCWIIW topical gef.” fhc l&Xl of the actual product 
shipped states that it is “ISQTREX JSOTRENBKXNA GEL 0.05%” The labelin_e for 
this product is in Spar&~ Neither “Accutanc topical gel” nor “Isotrcx” has an approved 
new drug application, and they may not be lcgaily distributed in the United States, 

You sell “Accutane topical gel” I?om your website without a proscription, and these 
orders are sent to American consumers from a Mexican pharmacy. As discussed in 
greater detail below, these actions violate the Federal Food, Drug and Cosmetic Act 
(FD&C Act or Act), 2 1 United States Code (U.S.G.) 5 301 gj g+.~q. 

The “Accutane” product sold through yam web site is Iabeled in part, “ISOTREX 
***ISOTRETJNOlT\IA GEL 0.05% *** Tubo con 30 g Form&r: Cada 100 g contiene: 
Isntrctinoina 13.05g Excipicnte c.b.p. 100 g. ***H&to en Mexico par STJEFEL 
MEXCANA, S.A. DE C.V., Eje None Sur No, 11, Nucvo Parques Industrial, San Juan 
de1 Rio Qro., C.P. 76809. Se* un Formula y bajo ticencia de: STTEFEL 
LABORATORIES, INC.,. Coral Gables, FL 33134 ***L&c. 130002I544 CAD. 
14/SEP/2004***.” 
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Accutane (isotretinoin) is ;f systemically administered retinoid approved in 1982 to treat 
severe recalcitratn nodular acne. Isotrctinoin carries significant potential risks, including 
that it may cause severe birth defects. The approved Accutanc labeling states in part, 
*‘Accutane must not bc used by fcmafes who arc pregnant.. must be prescribed under the 
System to hjanagc Accutane R&ted ‘Teraiagenicity (S.M.A.R.T.), a yetlow Accutane 
Quahfication Sticker must be on each prescription,” (meaning special training has been 
given to the prescribing licensed practitioner and the patient) “and no telephone or 
computerizrJ. prescriptions arc pcrmittcd. ” ‘I’hc approved Acculane is for oral ing&iun. 
FDA has nor approved a topical gel version of Accutane or any other isotretinoin drug. 

Hecause it has serious known risks, isotretinoin is available in the U.S. only under 
specialty created safety controls. These safety conrrols are by~asssed when this drug is 
purchased from foreign sources or over the Tntemet, placing patients who use this 
imported drug at higher risk. 

The isotretinoin dispensed through medsmexcom is a “new drug” as defined by secrion 
201(p) of the Act. Under Section 505(a) of the Act, 11 “new drug” may not bc introduced 
or delivered for introduction into interstate commerce unless an FDA-approved new drug 
application (ND.41 is in effect for such drug. The continued distribution nf this product 
mto the IJ.S. without an approved ND:“\ is a prohibited act as set forth in Scclion 301(d) 
of the Act. 

The isotrctinoin dispensed through ~n~dsm~~.~o~n is also misbranded under section 
502(1)( 1) of the Act bccausc its labciing fails to bear adequate directions fur the uses for 
which it is being offered and it is not exempt from this requircmcnt (See 21 CFR $ 
201.115). The drug is also not aTlowccT to bear the rcyuircd information solely in Spanish 
because it is not distributed solely in the Conm~onwealt1-r of TJuerto Rico or in a I7.S. 
Territory where the prcdorninarrr langu:tgc is Spanish (See 21 CFR Q 201 ~lS(c)). 

This drug is also misbranded pursuant to section 5#3{b)(I j of the Act hecausc it is 
dispensed without a prcscriplion. 

In addition, false statements are being made by you on ~~~~~w.ltledsmex.Com, such as, 
“Every package receives personal idtention to ensure compliance with all 1J.S. and 
international laws.” You arc giving the incorrect impression that all the drugs sold on 
your wcbsitc arc FDA approved and/or Tegal to be sold and shipped lo U.S. residents. 
This false and misleading statement on your Tntemct site c12uses the drugs you distribute 
to be misbranded pursuant to section 502(a) of the Act. 

This letter is not intended to identify all of the ways in which your activities might be in 
violation of United States law. For ~amplq in addition to iwtmtinoin, your pharmacy 
t&o offers for sale and shipment to U.S. conmmers numerous other prescription drugs. 
FDA believes that virtually all shipments of prescription drugs intported from non-U.S. 
pharmacies will violate the Act, It is your responsibility to ensure that ail drug products 
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dispensed and distributed by you and your \vebsiic into the iJnitec1 States arc in 
compiiancc with applicable legal rcquircmcnts. 

The agency has taken steps to earn our residents that drugs sold via t.hhe Internet from 
foreign sources may not be approx!ed for marketing in this country and may not be legally 
imported. With copies of this letter, \ve are advising Mexican and Oregon regulatory 
officials of tlrcse potentiaf violations. XII addition, WC are advising the Bureau of Customs 
and Border Protection through an Import Alert that shipments offered for importation into 
the U.S. as a rtsuft of your activities may bc dctairted and subject to refrtsal of entry. 

You are insiructcd lo ccasc thcsc practices, and you are requested within fifken (15) days 
;tf your receipt of this letter, to describe to FDA in writing the actions you are taking to 
assurc that your operations arc in full compliance with United Statec; law. Plcasc address 
your correspondence to Mr. Melvin F. Szymanski, Compliance Officer, at the U.S. Food 
and Drug .4dministralior~, Center for Drug Evaluation and Research, O&x of 
Compfiancc. HFD-.? 14. 5600 FGshcrs Lane, Kockuillc, MD 20857. 

You should be aware that siolations of the FD&C Act could result in seixurc, injunction, 
and/or prosecution Without further notkze. 

Sincerely, 

ITavid J. HornwiQ,, Esq. 
Director 
Office of C~ompliancc 
Center for Drug Evaluation and Research 

Jdentmd letters were sent to: 


